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pameu ifh: qfTiTT ^'lar hhihr 

wftnj^ 

fst^, .S fOTtanr, 19S0 

fio g8o(st)-— wW'^r 5iV irnTETH jrrtrxft 

1945 3^11 wtv im'ttR 91^ % ftfn; W.T STprT, ^jWtT 

tf|T sRitpi jjnnfi HfiafiiR, i94n ()94n ^rr 23) trm 

12 srV: 3 3 STT] ^ 5rV 'rfr^IT 

Hfirnir n^-TiT (ftfwi f^qur) .9fr Hwr nro'Prof^o 

1517 HrfR 7 1979 ^ STF7T % <K'W, 'RI^ 2, 

3, (i) IlfR 22 PRim", 1979 % >^55 2975-76 

TT wrfmiT feiii ipiT qr, ^ Fr finTnit i3h tmto- 
Rfr a'ffurr fn-irif 37f3 “ft, '5n?iT “pn ir^, 

9 0 ta R?r 91 T^T 134fi' Hir¥5ift Ft OTfik tftr 

Htff “ITT f^rr9i iJTTfr STilTfer 9?) H^PriT «ff, 

!!rV ^ 5 sfiRTf, igsojfitupRr ^ff 'tm 

f^irr ’T'lT rn, 

715' R 9 <7,17 it ,jcfr| iirh fijiTift ^ TfifFir 

'ITP^'fT =HT 1 IJHR'f 97 : pRTt |, 

tI9; ifPfftT fTRTR, 1379 'ttfElftw ^ft STPl 12 UrtT- 33 5T7T 
:ri7 7^7991 71’ spiVt 7!R JiWsi 7i-7W4in- sit? it 

TTTJTTt 777 % 977(71;, Tfhftr ^rV STnsF, ^Rtfi f6ii7, 1945 tt 
H tr 7>ft*T7 777 % fTTT fqrqf^fign' (777 77171 (— 

1- 7|m hTt TTTT'fl ;—(]) ’5-7 fiTqrrf ipr TjfWTT “TR 

siMa-5rt7 jiTtm T-nttf) ^54 (TfutETR) fttR'tr, 19so ^ 1 

1023 GI/80 


2 . ssTt- htthtt rrraTfr ffRJt, 1945 it— 

(l) fRER 2 *f, wr^ (?) % iTTmn fffRfiTftra HpnS 'HR; 
TTnftrr f^itr ^Rirr, ;— 

“(w) lirrafr^fKW WipRT Rwiiff" ^ 

^TTr Rnrr ^ ^it ^tRtTTft % %7^tiT irr 7i8«r 

irvRwx it TfiR^ftstr ^ r 

( 2 ) fTRiT 3 0^17) it, rc|c€ti6<'i| ^qriT ftlRfiTtaTT Tipsit- 

«G 7 T 7 ttit 7 iTr 7 rr, HTlffT 1 — 

"7TCt=fiTi7r—W fiRTT % RtrSTT “7t ^rRt'TfTPR 

Hkrtr” it !Tr«ttT (t,— 

(i) ?TRWf«rF stWct ttt ' 417-7 7 ^ 97 ^ 

!5FiTwr in fTi’nnr 4 ; ^TRiTfiR.- 

it 7T 4nt4' ffTHtt^ftRi Titwifnir it firftfw :t^ 

EhT 

(it) sft frpiTTfTTjr 77t lyf ^TtWT it Jnf£r5r7 ?TRtt#fiTO 

TTriTPiT if !T4R97rit tlWtl ifr IR if TTPRrar^t 
Tf^t 7tl 

(iii) TiT'Tr«nrf w ^ fTTirur fi^R'it ptt 77 ^ifar Sift 
'(fr'tftRT ^ ^ jft=!frif“R wWftiTff =f7 77 it gse 
(1 y if ftfe: ftijfr pfhtmTT if firfiife: ^i” 

( 3 ) fWT 67R if, liRfRiR ( l) % TUTnif f^T Hfa 977^ 
TTRi TRlftTI ftiqT iirFtTTr, Ttufftt i— 

9775 Tlfr^ ifT 7 f 3 r^P 7 ^Rtt^fTTP fRfelTTl, “TT^TnTff, 4 ft ^ 
9(7777; if RTt R^ftw TpTi Tisf 41 ^ ^ftTn^kr iftfwtf 

Tpt f^TPT ftpir straT It, prrHft^fiRT' ^iWWf if 7^ 9 :^'', 
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( 4 ) fiTiPT 8 5 -^ ir, (^) ^ TiTTra; f^TPiWfcr 
iRT:F'Trt^m feirr ^Jrnprr, -— 

"(w) Ffrpft^r«nP wVrfEPff Jr^ fwrar ^’Ttipit : 
'T^ fJTTq' fJrfJlMf it ^rrpTH 

fjT^r ^%*rr,” 

( 5 ) ftU^r 10 fi-*fT ^ ^f^T<TiT (^) Jr,— 

(i) ’jw (ii) % ^3^15- (jfi) ^ PTR 'p: fJiPi'fJffem 
w arrnRr :— 

"('p) 'ITOT 3 Tr R ’JprfS’P fipWlT 

ip ^t«fr^r<T'P ^fWtrrtw ITT ^ritsT 
isttfrEPPpr ^ WRPW 5rt% ^iVrftnff % fJR, 
TIP !!rVtpprirr Jr Wrfe pr” i 

( ■^) (iii) 'I' 'I'irTPT fnJRfJrlJTT ^ WR: PTrpT^ftRT 
sr-Jrtq;:— 

"(iira) ’nVrftr % pppt Jr, f^if 

tT pr ^rfiw rPTs^i ft, 5r?^^ p^t^pp ^ pw PRr witt 
srPpT pr ?rTTR ?ppt 'p 1” 

(e) WP^ p Jr, irfirfe 23 % prtp; fpprfprPTT sffiffe 
TT^: Fnftp' ptt '•rn^', 'ir®rtr[ :— 

TrVrfET pp Off # rftPT %fn: tt# 


" 24 . feft iTrWw 

f'pfJpprr sp'pRPft arp *rT^ fpft 
^ rtt 5t«ftTfspP ^iWrRt 
PT fefr <,fp<^tii jfrpfNfe’P 
iRfepT *PWIlft JFT ^ftt 
(tTR sppppft %, fiRTT 77 
pf ffrpfl^fJnp siWaPT, tp? 

pjT ifppftiR/stwfr- 
pfw fpfepr spwprt— 
(n) p^t>PTfT^ypTPP|fft,pr 
(»») •til 3i’, TPfr^fPT 4^ pippr ft, 
TT 

(p) plPpiffttPTW«tTr*fVrf^ 
■PT ^ ^ftPT PPT tsnPTT, 
Mp-pH, p(d<u| Tr fTTiT 

jptp Jr PPT gwr ft 

ijft rpp'P ^ 

4 wk Wtfk PPIT 

pr^ k^ntt % '3'tP'tff % 
irftrojft 3RI ? I 


fpRfJrftrp vr^ ^ ?rtttP |t, 
irrrErfpPT $ ^reptr 4?fkgJrtp 
wsfk JRnr prr fpijllf % »r*ft 
OTP'tr:— 

( 1 ) ^t!MPt*p iThfiRt, wWff 
wk sRTtTP ^rmft fnm, 
19 54 % wrftp ?r<j?i'Ki P'11 if) 

TT WpprfTr it t?r 
pft '•rrtrt 1 

( 2 ) iRpi, ir^t ^wAftfw 
iHlMpirpt Pt'Pi ^PT ft, 
'Rf^WT % 51H1T fpwr 

ftrft fiktflipp % fifftWT 
ptPnt Tftp I tip I fpit- 

wrr, Tpt ^rr^wrr ft 
'rffsTT % ktr ^>3,% % tT%Tr )' 


[To t^o 11013/8/79-#l'ottTo't^o*rk:'ftoTTJoP'o] 

PPpT 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 

New Delhi, the 5th December, 1980 

G'F F 80 (E),--Whereas certain draft rules further to 
amend the Drugs and Cosmetics Rules, 1945 were published, as 
required by sections 12 and 33 of the Drugs and Cosmetics Act, 
1940 (23 of 1940), at pages 2975 to 2977 of the Gazette of India, 


[Part II— Sec. 3(i)J 


Part II, Section 3, Sub-section (i), dated the 22nd December, 1979, 
under the notification of the Government of India in the Minis¬ 
try of Health and Family Welfare (Department of Health) 
No. G.S.R. 1517 dated the 7th December, 1979, inviting objec¬ 
tions and suggestions from all persons likely to be affected there¬ 
by, before the expiry of 90 days from the date on which the 
copies of the Official Gazette containg the said notification were 
made available to the public; 

And whereas the said Gazette was made available to the public 
on the 5th January, 1980; 

And whereas objections and suggestions received from the 
Public on the said draft rules have been considered by the Cen¬ 
tral Government; 

Now, therefore, in exercise of the powers conferred by sections 
12 and 3.3 of the said Act, the Central Government, after consul¬ 
tation with the Drugs Technical Advisory Board, hereby makes 
the following rules further to amend the Drugs and Cosmetics 
Rules, 1945, namely:— 

1. Thc.se rules may be called the Drugs and Cosmetics 
(Fourth Amendment) Rules, 1980. 

2. In the Drugs and Cosmetics Rules, 1945,— 

(1) in rule 2, after clause (c), the following clause shall be 
inserted, namely :— 

(ea) “regislered Homoeopathic medical practitioner” means 
a person who is registered in the Central Register or a 
State Register of Homoeopathy; 

(2) in rule 30AA, for the Explanation, (he following Expla¬ 
nation shall be substituted, namely:— 

“Explanation —For the purpose of this rule, 'New Homeo¬ 
pathic tncdicine' means,— 

(i) a Homoeopathic medicine which is not specified 
in the Homoeopathic Pharmacopoeia of India or the 
United Slates of America or the United Kingdom or 
the German Homoeopathic Pharmacopoeia; or 

(ii) which is not recognised in authoritative Homoeo¬ 
pathic literature as efficacious under the conditions 
recommended; or 

(iii) a conibination of Homoeopathic medicines contain¬ 
ing one or more medicines which arc not specified in 
any of the Pharmacopoeias referred to in clause (i) 
as Homeopathic medicines and also not recognised 
in authoritative Homoeopathic literature as effi¬ 
cacious under the conditions rccocndcd”; 

(3) in rule 67-F, after sub-rule (1), the following proviso shall 
be inserted, namely:— 

"Provided that no registered Homoepathic medical prac¬ 
titioner who is practising Homoeopathy in the premises 
where Homoeopathic medicines arc sold shall deal in 
Homoeopathic medicines."; 

(4) in rule 85-H occuring in the first place, after clause (e) the 
following clause shall be inserted, namely :—■ 

"(ea) no colour shall be added to any Homoeopathic medi¬ 
cines : 

Provided that caramel may be added to combinations of 
Homoeopathic preparations with syrup ba.se”; 

(5) in rule 106-A, in sub-rule (A),— 

(i) for sub-clause (a) of clause (ii), the following sub-clause 
shall be substituted, namely:— 

“(a) For drugs included in the Homoeopathic Pharmacopo¬ 
eia of India or the United States of America or the United 
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Kingdom, or the German Homoeopathic Pharmacopoeia, 
the name specified in that Pharmacopoeia”. 

(ii) after clause (iiii, the following clause shall bo inserted, 
namely;— 

"(iiiA) In case of a Homoeopathic medicine containing two 
or more ingredients, the name of each ingredient 
together with its potency or proportion or both shall 
be Slated on the label”; 


(6) in Schedule K, after the entry 23, the following entry shall 
be inserted, namely:— 


Qass of Drugs 


Extent and conditions of 
Exemption 

1 


2 


■"24. Homoeopathic medi- All the provisions of Chapter 
cines supplied by a regis- IV of the Act and the rules 

tered Homoeopathic medi- made thereunder subject to 

cal practitioner to his own the following conditions;— 

patient or Homoeopathic (1) The Homoeopathic mccli- 
medicines supplied by a re- dnes shall be purchased only 


I 2 

gistcred Homoeopathic me- from a dealer or a manu- 

dical practitioner at the re- facturor licensed under the 

quest of another such prac- Drugs and Cosmetics Rules, 

titioner provided the regis- 1943. 

tered Homoeopathic medi- (2) The premises where the 
cal practitioner is not (a) Homoeopathic medicines 

keeping an open shop, or are stocked shall be open 

(b) selling across the coun- to inspection by an Inspector 

ter or (c) engaged in the appointed under the Act, who 

importation, manufacture, may, if necessary, take sample^ 
distribution or sale of for test". ] 

Homoeopathic medicines in 
India to a degree which ren¬ 
ders him liable to the provi¬ 
sions of Chapter TV of the 
Act and the rules made 
thereunder. 

[No. X. 11013/8/79-DMS&PFA] 
T. V. ANTONY, Jt, Secy. 
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